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DEPARTMENT OF HEALTH, A,N,p, HUMAN SEE,Vj.CE$ 

Food and Drug Administration 

_ ;)@W Date 

[Docket No. 02N-03091 
/ 

Agency information Collecti.on Activities; Submission for OMB Review; 

Comment Request; Reclassification Petitions for Meclical Dev&s 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice. 

. .,, ., )‘” _,.,,., -,“.‘_sI ““L .,,, ,,, ^. 

SUMMARY: The Food and Drug Administration (FDA) is announcing that the 

proposed collection of informationlisted below h-as be,en sub*mitted to the 

Office of Management and Budget (OMB) for review and clearance under the 

Paperwork Reduction Act of 19%. 

DATES: Submit written comments ?on the, collection: of. information by [insert 

date 30 days after date of publication in the Federal Register]. 

ADDRESSES: Submit written comments on the collection of information to the 

Office of Information and Regulatory Affairs, OMB, New Executive Office 

Bldg., 725 17th St. NW., rm. 10235, Washington, DC 20503, Attn: Stuart 

Shapiro, Desk Officer for FDA. 

FOR FURTHER INFORMATION CONTACT:, Peggy Schlosburg, Office of Information 

Resources Management (HFA-250), Food and Drug Administration, 5600 

Fishers Lane, Rockville, MD 2085~7, 301-827-1223. 

SUPPLEMENTARY INFORMATION: In compliance with 44 U.S.C. 3507, FDA has 

submitted the following proposed collection of information to OMB for review _ 

and clearance. 
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Reclassification Petitions for Me%dical Dey&k-+$t CFJ 861T123 (OMB Control 

Number 0910-0138)-Extension 

FDA has the responsibility under sections 513(e) and (f), 514(b), 515(b), 

and 520(l) of the Federal Food, Drug, and Cosmetic Act (the act) (21 U.S.C. 

360c(e) and (f), 360d(b), 360e(b),,and 36Oj(l)) and part 860 (21 CFR part 860), ._ 

subpart C, to collect data and information contain.ed,i.~,reclassification 

petitions. The reclassification provisions of the act allow any person to petition 

for reclassification of.a devi.ce fro-m any one of the three classes (I, II, and III) 

to another class. There,clas~,~~icatiqn content regulation (§ 860.123) requires the ..,eIx hI. i x*,.“,,IIII.+“II”,-I WI lu. 

submission of sufficient, valid scientific evidence, demonstrating that the 

proposed classification will provide a reasonable assurance of safety and 

effectiveness of the device for its; intende,d,.use. The reclassification provisions I> _,. ,.. .~” ( ,.,,_ .<~ s<-.. <.a. %i * _ “*,‘.,i~,.~.-,ri. \,. 

of the act serve primarily as a vehicle for manufacturers to seek.reclassification 

from a higher to a lower class, thereby reducing the regulatory requirements- 

applicable to a particular device, The reclassification petitions requesting 

classification from class III to cl,ass,$ or class I, if approved, provide an 

alternative route to the market in lieu of premarket approval for class III 

devices. 

Description of respotidenfs: Device manufacturers. 

FDA estimates the burden ofthis collection as follows:, 

TABLE 1 .-ESTIMATED ANNUAL REPORTING BURDEN’ 

21 CFR Section No. of Respondents Annual Frequency Total Annual Hours per 
per Response Responses response Total Hours 

860.123 6 1 6 500 3,000 

1 There are no capital costs or operating and maintenance costs associated with this collection df information. 

Based on current trends and- actual, recla.ssificat@n petitions received, FDA 

anticipates that six petitions will be submitted each year. The time required 

to prepare and submit a reclassification petition, including the time needed .., ” ^‘,,. ..,, ,,_/_“. 
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to assemble supporting data, averages 500 hours per petition. This average is to assemble supporting data, averages 500 hours per petition. This average is 

based upon estimates by FDA administrative and technical staff who are based upon estimates by FDA administrative and technical staff who are I. I. 

familiar with the requirements for submission of a reclassification petition, familiar with the requirements for submission of a reclassification petition, 

\ 

.\ 

\ 

\ 

\ 

\ 

\ 

\ 
\ 

\ 
\ 

\ 
\ 

\ 



have cbnsulted and advised manufacturers on these requirements, and have 

reviewed the documentation submitted. 

Dated: io\q 02 \ . 
October 9, 2002. 

M~flA4t-l 
Margaret M. Dotzel, 
Associate Commissioner for Pglixy. 

[FR Dot. OIL????? Filed ??-??-02; 8:45 am] 
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